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□ Responsive to communication(s) filed on . 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quafl&35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3_ month(s), or thirty days, whichever is 

lonqer from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 

Disposition of Claim 

B Claim(s) KM is/are P ending in the appliCat 

Of the above, claim(s) is/are wi,hdrawn from c ° nsideration 

□ Claim(s) is/are a,lowed 

^ ^, . , % , ~ A is/are rejected. 

B Claim(s) 1-34 ■ J 

„ . , x is/are objected to. 

□ Claimfs) J 

j-j C | ajms are subject to restriction or election requirement. 

Application Papers 

B See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner 

□ The proposed drawing correction, filed on is □ approved Disapproved. 

B The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C § 119(a)-(d). 

□ All ESome* [N]one of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) • 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

Certified copies not received: . _ . 

B Acknowledgement is made of a claim for domestic priority under 35 U.S.C § 1 19(e). 

Attach ment(s) 

B Notice of References Cited, PTO-892 

B Information Disclosure Statements), PTO-1449, Paper No(s). — 

□ Interview Summary, PTO-413 

B Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 

— SEE OFFICE ACTION ON THE FOLLOWING PAGES — 
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DETAILED ACTION 

Claims 1-34 are pending in the instant application. 

Specification 
Sequence Compliance 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1 .821 through 1 .825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures, (i.e. 
the sequence comprising the plasmid pAH102.4 in the specification and claim 22 has not been 
disclosed, and has not been given an accompanying SEQ ID NO.) See the accompanying Notice 
to Comply. Direct the reply to the undersigned. Applicant is requested to return a copy of the 

attached Notice to Comply with the reply. 

Deposit of Biological Materials 

It appears that a deposit has been made of biological materials which have been disclosed 
in the instant application (i.e. the vector pAG102.4 in claim 22). A suggestion for procedures for 
compliance to the rules relating to the deposit of biological materials is provided: 

A declaration by applicant, assignee, or applicant's agent identifying a deposit of 
biological material and averring the following may be sufficient to overcome an objection or 
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rejection based on a lack of availability of biological material. Se 37 CFR 1.801 through 1.809. 
Such a declaration: 

1 . Identifies declarant. 

2. States that a deposit of the material has been made in a depository affording 
permanence of the deposit and ready accessibility thereto by the public if a patent is 
granted. The depository is to be identified by name and address. 

3. States that the deposited material has been accorded a specific (recited) accession 
number. 

4. States that all restrictions on the availability to the public of the material so deposited 
will be irrevocably removed upon the granting of the patent. 

5. States that the material has been deposited under conditions that assure that access to 
the material will be available during the pendency of the patent application to tone 
determined by the Commissioner to be entitled thereto under 37 C.F.R. 1.14 and 35 
U.S.C. § 122. 

6. States that the deposited material will be maintained with all the care necessary to 
keep it viable and uncontaminated for a period of at least five years after the most recent 
request for the furnishing of a sample of the deposited microorganism, and in any case, 
for a period of at least thirty (30) years after the date of deposit or for the enforceable life 
of the patent, whichever period is longer. 
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7. That he/she declares further that all statements made therein of his/her own knowledge 
are true and that all statements made on information and belief are believed to be true; 
and further, that these statements were made with knowledge that willful false statements 
and the like so made are punishable by fine of imprisonment, or both, under Section 1001 
of Title 1 8 of the United States Code and that such willful false statements may 
jeopardize the validity of the instant patent application or any patent issuing thereon. 

Alternatively, it may be averred that deposited material has been accepted for deposit 
under the Budapest Treaty on the International Recognition of the Deposit of Microorganisms for 
the Purposes of Patent Procedure (e.g., see 961 OG 21, 1977) and that all restrictions on the 
availability to the public of the material so deposited will be irrevocable removed upon the 
granting of a patent. 

Claim Rejections -35 (JSC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1-34 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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The metes and bounds encompassed by the terms "derivatives thereof and "substantially 
identical" in claims 1 and 2 are unclear. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

Claims 1-34 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

This rejection is based on the revised guidelines for written description, revised 
December, 1999. The specification and claims do not indicate what distinguishing attributes are 
concisely shared by members of the genus comprising derivatives of nucleotides, nor of the 
genus comprising substantially identical nucleotide compositions of (X,X 2 )„ (and its 
complement, (Y,Y 2 )„), or substantially identical nucleotide compositions of (X,X 2 )„A m (and its 
complement, B m (Y,Y 2 )„). The specification does not place any limit on the number of nucleic 
acid derivatives, substitutions, deletions, insertions and/or additions which correspond to such 
genera. Thus, the scope of the claims includes numerous structural variants, and the genus is 
highly variant because a significant number of structural differences between genus members is 
permitted. Concise structural features or characteristics that could distinguish compounds in the 



Application/Control Number: 09/472,067 Pa 8 e 6 

Art Unit: 1635 

genii from others are missing in the disclosure. No common structural or functional attributes 
identify the members of each genus. The general knowledge and level of skill in the art do not 
supplement the omitted description because specific, not general, guidance is what is needed. 
Since the disclosure fails to describe the common attributes or characteristics concisely 
identifying members of the proposed genera, and because the genera are highly variant, the 
description provided is insufficient. One of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe the genera claimed. 

Claim Rejections - 35 USC§102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another Tiled in ^ 

States before the invention thereof by the applicant for patent, or on an international apphcauon by another who 

to fulfnied tlie requirements of paragraphs (1), (2), and (4) of section 371© of th.s t.tle before the mvent.on 

thereof by the applicant for patent. 

Claims 1-16, 18-21 and 23-34 are rejected under 35 U.S.C. 102(e) as being anticipated by 

Singer. 

Singer teaches compositions and methods for determining the size of a nucleic acid 
molecule, comprising the transformation into and subsequent expression in a host cell of a vector 
comprising a nucleic acid molecule which comprises two or more repeating sequences separated 
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by a restriction site, which repeating sequences comprise single identical or non-identical 
nucleotides and their complement, which repeating sequences conform to the formulae: 
(X,X 2 ) n (and its complement), whereby X, and X 2 are single nucleotides and n is an integer from 
1 to 1 x 10"-; or (X,X 2 )„A m (and its complement B m (Y,Y 2 )„, whereby X„ X 2 , A and B are single 
nucleotides, n is an integer from 1 to 1 x 10'°, and m is an integer between 1 and 100, wherein 
two or more repeating sequences are separated by restriction endonuclease cleavage into repeats 
including monomers through pentamers, which resulting nucleic acid ladder is detectable using a 
detectable label such as a chemiluminescent label (See entire document, especially figures 1 , 4a 
and 4b; column 2, lines 26-52; table 1 in columns 1 1 and 12; examples 1 and 2, column 9, line 
21 -column 13, line 53). 

Conclusion 

Certain papers related to this application may be submitted to Art Unit 1635 by facsimile 
transmission. The faxing of such papers must conform with the notices published in the Official 
Gazette, 1156 OG61 (November 16, 1993)and 1 1 57 OG 94 (December 28, 1993) (see 37 C.F.R. 
§ 1.6(d)). The official fax telephone numbers for the Group are (703) 308-4242 and (703) 305- 
3014. NOTE: If Applicant does submit a paper by fax, the original signed copy should be 
retained by applicant or applicant's representative. NO DUPLICATE COPIES SHOULD BE 
SUBMITTED so as to avoid the processing of duplicate papers in the Office. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jane Zara whose telephone number is (703) 306-5820. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, John LeGuyader, 
can be reached on (703) 308-0447. Any inquiry regarding this application should be directed to 
the patent analyst, Katrina Turner, whose telephone number is (703) 305-3413. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 
receptionist whose telephone number is (703) 308-0 1 96. 



JZ 

November 15, 2000 



REMYYUCEL, PH.D 
PRIMARY EXAMINER 



following reason(s): 



EC 



18230, May 1,1990. 

2 This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1 .821 (c). 

/TY 3 A copy of the 'Sequence Listing' in computer readable form has not been submitted as required by 
f£L 37 C.F.R. 1.821(e). 

n 6 The paper copy of the -Sequence Listing" is not tte same as the computer readable from of the 
U -Sequence Listing' as required by 37 C.F.R. 1 .821 (e) . 

□ 



7. Other. 



Applicant Must Provide: 

An initial or substitute computer readable form (CRF) copy of the 'Sequence Listing . 



n M HW o, .MM. paper «* rift. -Swn 1W. - "»» » « 15 

into the specification. 

g Astatementthatthe content of the V^^'^'^^^Z^T' 
$t applicable. Include no new matter, as required by 37 C.F.R. 1.821(e) or ijuiw or 

1.825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 

For CRF Submission Help, call (703) 308-4212 

Patentln Software Program Support (SIRA) otrrjrmn 

Technical Assistance -703-28 7-0200 

To Purchase Patentln Software 703-306-2600 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



